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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
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Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

1 . Applicants' amendment of claims 35, 38, 51 , and 52; the cancellation of claims 1- 
34, 41-43, and 53-56; and submission of new claims 57-59 in the paper filed on 
03/16/2007 is acknowledged. 

Claims 35-40, 44-52, and 57-59 are pending and at issue. 

Applicants' arguments filed on 03/16/2007 have been fully considered and are 
deemed to be persuasive to overcome some of the rejections previously applied. 
Rejections and/or objections not reiterated from previous office actions are hereby 
withdrawn. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Objections and Rejections that are Moot 

2. The objection to claim 41 is moot in light of the Applicant's cancellation of this 
claim. 

Claim Rejections Withdrawn • 35 USC § 112 Second Paragraph 

3. The rejections of claims 41-43 under 35 USC § 1 12 Second Paragraph are moot 
in light of the Applicant's cancellation of these claims. 



Claim Rejections Moot - 35 USC § 102 
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4. Applicant's arguments with respect to claims 35-40, 44-52, and 57-59 have been 
considered but are moot in view of the new ground(s) of rejection. 

In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., qualitative differences between mono- and multivalent cations in their binding 
effects) are not recited in the rejected claim(s). Although the claims are interpreted in 
light of the specification, limitations from the specification are not read into the claims. 
See In re Van Geuns, 988 F.2d 1 181 , 26 USPQ2d 1057 (Fed. Cir. 1993). 

In response to applicant's argument regarding claims 35, 49, and 52 that there is 
no suggestion to combine the references, the examiner recognizes that obviousness 
can only be established by combining or modifying the teachings of the prior art to 
produce the claimed invention where there is some teaching, suggestion, or motivation 
to do so found either in the references themselves or in the knowledge generally 
available to one of ordinary skill in the art. See In re Fine, 837 F.2d 1071 , 5 
USPQ2d 1596 (Fed. Cir. 1988)and In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. 
Cir. 1992). In this case, Hawkins is not relied upon for teaching silica materials. 

In response to applicant's argument that the references, especially Lee et al., fail 
to show certain features of applicant's invention, it is noted that the features upon which 
applicant relies (i.e., non-chaotropic salts) are not recited in the rejected claim(s). 
Although the claims are interpreted in light of the specification, limitations from the 
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specification are not read into the claims. See In re Van Geuns, 988 F.2d 1 181 , 26 
USPQ2d 1 057 (Fed. Cir. 1 993). 

New Rejections 
Specification 

5. The disclosure is objected to because of the following informalities: for using 
"PCT" in the 3 rd sentence of paragraph 036, it appears "PCR" is intended. 

Appropriate correction is required. 

New Rejections Necessitated by Amendment 

Claim Rejections - 35 USC §112 second paragraph 

6. Claim 35-47, 49-52, 57, and 59 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claims 35-47, 49-52, and 57 are rejected under 35 U.S.C. 112, second 
paragraph, as being incomplete for omitting essential elements, such omission 
amounting to a gap between the elements. See MPEP § 2172.01. The omitted 
elements are: how the nucleic acid is being removed in step g of claim 35. These 
claims are indefinite in the removing of the nucleic acid, as no element is recited which 
would accomplish this. 
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Claim 36 recites the limitation "said washing buffer" in line 36. There is 
insufficient antecedent basis for this limitation in the claim. 

Where applicant acts as his or her own lexicographer to specifically define a term 
of a claim contrary to its ordinary meaning, the written description must clearly redefine 
the claim term and set forth the uncommon definition so as to put one reasonably skilled 
in the art on notice that the applicant intended to so redefine that claim term. Process 
Control Corp. v. HydReclaim Corp., 190 F.3d 1350, 1357, 52 USPQ2d 1029, 1033 (Fed. 
Cir. 1999). The term "monovalent" in claim 59 is used by the claim to mean "divalent", 
while the accepted meaning is "monovalent." The term is indefinite because the 
specification does not clearly redefine the term. 

New Claim Rejections - 35 USC § 102 

7. Applicant has amended base claim 35 and added new claim 58 which recite use 
of silica and glass materials, necessitating the following new rejections. 

8. Claim 35-40, 44-47, 49, 50, 52, 58, and 59 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Smith et al. (US Patent 6,376,194 filed on July 24, 2001). 

Regarding claim 35-40, 44-47, 49, 50, and 52, Smith et al. teach a method for 
isolating nucleic acids from a solution by binding to a solid phase comprising the steps 
of: 

a. providing a solution containing at least one nucleic acid (see Examples 14 and 16); 
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b. combining said solution with additives containing the metallic multivalent/divalent 
cation of 5 mM MgCfe and the metallic monovalent cation of 10 NaCI, that is a ratio of 
2:1 which is between about 9:1 and to about 1 :9 and is a total of 1 5 mM salt which is 
between 5 mM and 0.5 M and contain tris-HCI (see Example 14); 

c. combining the solution with ethanol (see step 10 of Example 14); 

d. providing a solid carrier of magnetic silica particles (see step 3 of Example 16); 

e. contacting and binding DNA to the particles (see step 3 of Example 16) and 
removing said nucleic acid from said carrier using a washing buffer of pH 9.5 consisting 
of tris-HCI, which is between 5 and 9.5 (see step 4 of Example 16). 

Regarding claims 58 and 59, Smith et al. teach a kit (see column 5 line 66) and 

teach: 

an aqueous solution containing containing the metallic multivalent/divalent cation of 5 
mM MgCI 2 and the metallic monovalent cation of 10 NaCI and contain tris-HCI for pH 
adjustment (see Example 14); 

the solution comprising ethanol, an alcohol (see step 10 of Example 14); 

a solid carrier of magnetic silica particles (see step 3 of Example 16); 

a washing buffer of pH 9.5 consisting of tris-HCI, which is between 5 and 9.5 (see step 4 

of Example 16). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 



Application/Control Number: 10/534,387 Page 7 

Art Unit: 1637 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

10. Claims 51 and 57 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Smith et al. as applied to claim 35 above, and further in view of Seed et al. (1994). 

Smith et al. teach as noted above. 

Smith et al. do not specifically teach a wash solution with multivalent and 
monovalent cations and with no alcohol. 

Regarding claims 51 and 57, Seed et al. teach a method using a wash solution of 
between pH 7 to 10 which overlaps the ranges of 5 to 9.5 and 5 to 20 and which 
comprises both multivalent cations and monovalent cations each at > 0.1 mM which is 
less than 5 mM and which does not comprise alcohol (see claim 3 and see p. 7, 1 st 
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column; lines 20-23 for use of divalent/multivalent and monovalent cations; and 
examples 1 , 4-8, 11). 

Regarding claim 35, it is also noted that Seed et al. teach glass as a solid 
carrier(p. 3, second column, line 6). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the claimed invention was made to modify the methods of Smith et al. by using a 
wash buffer with both mulit- and mono- valent cations and no alcohol as suggested by 
Seed et al. with a reasonable expectation of success. The motivation to do so is 
provided by Seed et al. who teach that a wash buffer can be used to isolate/separate 
DNA (see claim 3). Thus, the claimed invention as a whole was prima facie obvious 
over the combined teachings of the prior art. 

Conclusion 

11. No claim is free of the prior art. 

12. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant.to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

1 3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark Staples whose telephone number is (571) 272- 
9053. The examiner can normally be reached on Monday through Thursday, 9:00 a.m. 
to 6:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571) 272-0782. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Mark Staples 
Examiner 





Art Unit 1637 
June 1 1 , 2007 



